AMKNDMKM S TO THE C I. AIMS 

/// orilcr to cxpcdiW proscculion, p/ccisc cinicml the chiu)is its jolUnvs, w iilunil prcjinlu c Julurc 
proscculion. without (/iscUiinwr ofcutv suhjcct nuittcr, ciful without cukfiow Icdi^cniciit or 
prcsinupliofi that the afucfidiuoUs Lire in unv wciv rchital to pcitcntcihi/itv. 

1-14. (pre\'iousl\ cancelled) 

1 5. (prc\ ioLisK' amended) A diagnostic reageni for early detection of Lyme 
Disease, comprising a recombinant FlaA protein, wherein the protein comprises an amino acid 
sequence as shown in SHQ ID NO.:2. 

16. (prev iously amended) The diagnostic reagent as in claim 15 w herein said 
recombinant FlaA protein comprises a fusion protein. 

1 7. (pre\ iously amended) The diagnostic reageni as in claim 1 6 w herein said 
fusion protein is approximatcK' a 3S kDa T7 gene 10 product. 

1 8-20. (pre\ lousU cancelled) 

21. (p!"e\ ]oush- amended) A diagnostic reagent for earl\' detection of Lxmc 
disease produced h\ a nielhoii compriMiig: pi"o\ iding freshl> iransformed host cells: cc^nsn"uctiiig 
a DNA expression \ eclor cc^ntaining an expressible l laA encoding DNA seL|ucnce: transforming 
a suitable host cell w ith said expression \ ector: plating out said transformed host cells: preparing 
large scale primaiA cell cultures from transformed host cells taken from a Iresh transformanl 
coliMix: and inducing Ma.\ pixnein expression ivou] host cells in culture to produce a recombinant 
I hi.A protein encoded h\ a nucleic acul sequence as shown m S\ () 11) NO: 1. 



23. (prc\ ioLisl> amciulcd) The rcconibiiiaiil l laA protein of claim 21 coniprisiny 
an amino acid sequence encoded b\ the nucleic acid sequence as show n in ShX) 11^ NO: 3. 

24. (prev iously amended) A diagnostic reagent as in claim 21 wherem said 
recombinant IMaA protein is a fusion protein. 

25. (previously amended) A diagnostic reagent as m claim 24 wherein said fusion 
protein is a 38 kDa T7 gene 10 product. 

26. (prev iously amended) A diagnostic reagent as in claim 2 1 w herein said 
transformed host cell is an E. coli cell. 

27. (prex'iously cancelled) 

2S. (pre\ iousl) amended) A host cell containing the nucleic acid sequence of 
claim 21 or a complement thereof. 

29. (pre\ iotisly amended) An expression \ eclor comprising the nucleic acid 
sequence of claim 21 or a complement thereof 

30. (pre\iousl\' cancelled) 

.'^ 1 . (new ) A method tor the diagnoM,> oi 1 yme Disease, the inelhod comi^iising; 
coiuaclmg a sample to be tested with a reccMubmanl l la.A protem, incubating for a sufficient time 
to allow formation of specific antibody-f laA comj^lexes, and detecting the antibod\-l laA 
ct^mplexes. 




33. (new) The iiiclhod of claim 32 wherein said fusion protein is an 
approximatelx a 3IS kl^a T7 u^nc 10 product. 

34. (new ) A method for producing MaA protein, the method comprising: 
pro\ iding freshl>- transformed host cells: constructing a DNA expression \ ector containing an 
expressible FlaA encoding DNA sequence; transforming a suitable host cell w ith said expression 
\ ector; plating out said transformed host cells; preparing large scale primary cell cultures from 
transformed host cells taken Irom a fresh transformant colony; and inducing f laA protein 
expression from host cells in culture to produce a recombinant MaA protein encoded b\ a nucleic 
acid sequence as show n in SHQ 11^ NO: 1. 

35. (new ) The method of claim 34. w herein the FlaA protein comprises an amino 
acid sequence as shown in SHQ ID NO: 2. 

36. (new ) The method of claim 34. w herein the FlaA protein comprises an amino 
acid sequence encoded by the nucleic acid sequence as shown in SEQ ID NO: 3. 

37. (new ) The method of claim 34, w herein the FlaA protein is a fusion protein. 

38. (new ) Vhc method of claim 37, wherein the fusion protein comprises an 
approximately 38 kDa T7 gene 10 product. 

3^). (new ) 1 he method of claim 34 wherein said transformed host cell i> an f. 
coH cell. 

40. (new ) The method of claim 31, wherein the I'laA protein comprises an amino 
acid seL|uence as shtn\ n in S\\() ID N().:2, 




42. (new ) Ihc mclhod of claim 31. wherein the \ \dA prolem lacks a signal 
peptide. 

43. (new ) The method ot\dami 31. wherem the [^laA protein is immobili/ed on a 
solid support. 

44. (new ) The method of\1aim 31, w herein the FlaA protein further comprises a 
detectable label. 

45. (new ) The method of claim 44, wherein the label is selected from the group 
consisting of a chemiluminescenl label, a radioacti\ e label, and a colorimetric label. 

46. (new ) The method of claim 31, w herein the antibodv-FlaA complex is 
detected by specific protein binding to the antibod\ specific for FlaA. 

47. (new ) The method of claim 31, wherein the antibod\' is of the lg\l subclass. 

48. (new ) The method of claim 32, wherein the fusion partner of the FlaA tlision 
protein does not interfere w ith the antigenic epitopes of the FlaA protein. 

49. (new ) The method of claim 3 1 , w herein the steps are performed manually. 
30. ( new } The method of claim 3 1 . u herein the steps are automated. 



